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I, Stephen Mamchur> do hereby declare as follows: 

I am iiolc inventor of the invention described and claimed in this patent application, I have a 
background in pharmaceutical chemistry and processing, and own a pharmacy located in Calgary. 
Alberta. 

I understand ihe Examiner has questioned whether the invention I am claiming in my 
application is new with respect to pharmaceutical processing methodology described in patent 
publications by Chiang (WO 90/11064), Rosenbaum (U.S. Patent 5,709,878), Carrara (WO 02/1176K), 
and Muni (U.S. Patent 6,708,822). 
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Developing the invention 

Bioidenlical hormone replacement (BHR) therapy is being increasingly recognized for its 
therapeutic value in managing a number of cliniCiU conditions. However, for optima] effect, it is 
importunt that the pharmaceutical composition be tailored to the needs of each consumer. In this way, 
Ihcy may receive optimal supplementation of the hormones which they need, but not the hormones 
their body makes in proper amounts (which, if over-administered, could increase the risk of cancer). 

Until the making of my invention, it was difficult for the consumer to get such tailor-made BHR 
products. Using previous technology, the mcildng of customized BHR products required careful 
weighing of hormone powders and compounding them into suitable excipients using special 
equipment, clothing, and air filters. This is described in the Background section of my patent 
application (paragraphs [0009] to [0014] of US 2004/01 80866 Al). Producing BHR products in this 
way was clearly outside the capabilities of the ordinary pharmacy, and was generally not worth the 
trouble and expense of the few compounding pharmacies located in major urban centers. 

I decided that a system of concentrated pre-dissolved reagent compositions would be better for 
making customized BHR products* The retail pharmacist would measure out the appropriate amounts 
of the liquid hormone reagents required for a particular consumer. This could be done by a 
pharmaceutical assistant of ordinary compcicncc at an ordinary pharmacy, since it does not require 
special equipment or techniques. 

In developing this invention, there were some technical challenges to overcome. Making 
concentrated reagent solutions for estrogen hormones was u challenge, because estrogens were kjiown 
not to be highly soluble in the usual pharmaceutically compatible solvents. What I needed was a 
scries of diffcrtjnt estrogen rcygent compositions that were sufficiently concentrated so that they would 
be therapeuttcany effective once diluted with other reagents in the preparation of a customized BHR 
product. 

As described in paragraph [01 60] of my patent application, I discovert^d thai combining ethoxy 
diglycol and propylene glycol yields a solvent that dissolves estrogen hormones al the concentrations 
that f needed. Now that such concentrated estrogen reagents have been obtained, someone reading my 
patent will understand that further testing may lead to concentrated estrogen reagents using other 
solvt^nl combinations. 
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Chiang. Rosen baum, a nd Carrara Technolog y 

The Chiang, Roscnbaum, and Carrara references focus on maldiig final products. Chiang 
describes skin products made with a particular combination of permeation enhancers. Rosenbaum 
describes skin creams conlaining phospholipids. Carrara describes skin products or suppositories 
made wilh long-chain alcohols. They are not intended to provide retail pharmacists with reagent 
systems like those referred to in my patent application. 

The comp^)siiions described by Chiang are made with a diethylcne glycol eilher in combination 
with proplyenc glycol monolaurate. The structure of proplyene glycol monoJaurate is CisH^oO,^, 
which has ihe following structure: 



Contrast this with the structure of simple propylene glycol (CiHrtOj) referred lo in claim 123 of my 
patent application: 



The fatty acid side chain on propylene glycol monolaurate gives it considerably different 
physicochemical properties, both in its ability to dissolve active ingredients, and in its function as an 
excipienl. 




HO 




OH 
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Muni technology 

The Muni patent refers to kits for compounding phiirmaceuticais, but it is not set up to provide 
custom-tailored products. Their technology is> aiincd at providing a kit where a predetermined amount 
oF active ingredient is combined with a predetermined amount of excipient by the pharmacist. What 
resulty is a stockpile of product at a particular predetermined dosage that the pharmacist puts on the 
shelf, to be dispensed at a later lime when someone comes into the store with a prescription for that 
dosage. This is quite different from my invcntson, where the pharmacist makes the product only after 
receiving the prescriplitm, measuring out a variable amount of hormone for each patient before 
compounding the product. 

The Muni patent is indicated as being assigned to CiitisPharnia. Enclosed with this Declaration 
is information downloaded from the CutisPharma website about their FiRXst"^"^ line of products. The 
information from the website confirms the nature of the technology described in the Muni patent. In 
their kits for making progesterone suppositories, the hormone is supplied as a solid. Tn their kits for 
making hydrocortisone ultrasound gel, the hormone is supplied as a suspension (not a solution), in 
their kits for making testosterone in petrolatum (Vaseline®), the hormone is supplied in solution. 

There is no indication that the hormone reagent in any of these kits can be combined with 
another hormone reagent to make a pharmaceutical composition. In fact, all of the products are made 
by combining the entire single hormone component of the kit with the entire excipicnrs component. 
There is no indicadon that the amount of the hormone solution can be diluted or combined with other 
reagents in aca>rdance with the needs of the individual consumer. In fact, five diflercni kits arc sold 
for producing products with difterent doses of progesterone. 

In addition, there is no product in the FiRXst line described on the website thai contains 
estrogen. Estrogens are used in the Muni pateni in combination with lactose (Example 7; claim 18). 
Of course, lactose is a solid, and is combined with powdered eslrogen as a solid excipient to make it 
eai>icr lo weigh ouL Muni docs not instruct the reader to prepare a concentrated solution of estrogen as 
a reagent, or for any other purpose, 

CTcitrly, the Muni system has a different focus, involving differently apportioned ingredient?; 
that are used in a different way. 
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Recognition of Commercial TmportaTice 

The value of customized hormone replacement was discussed on the Oprah Wintrey Show in 
January of this year. The therapeulie and commercial potential of my invention has been recognized 
in ihc industry. The invention was a finalist in the Saskatchewan Bio Venture Challenge in 2007. !l 
was also the winner the same year in Saskatchewan's business plan competition for young 
entrepreneurs ("My Future is Here")- 

Conclusion 

None of the rclcrcnces cited in ihc Office Action suggest that active ingredients should be 
prepared as concentrated reagents, and then measured out in different amounts for each consumer. 
None of the references suggest that multiple coficenlialcd reagents containing different hormones can 
be combined together based on a consumer's particular needs. 

My system is new and different. For the first time, ordinary pharmacies can provide BHR 
products that are cusloinized for their customers. Issuing this patent will help me get large investors to 
commercialize the invention for the benefit of consumers throughout the U.S. 

T hereby declare that all statements made in this Declaration of my own knowledge are true and 
that all siatcmcnts made on information and bulicf are believed to be true; and further thai these 
statements are made with the knowledge that willful false statements and the like so made are 
punishable by fine or imprisonment, or both, under Section 1001 of Title 18 of the United States Code, 
and that such willful false slaletnents may jeopardize the validity of the application, any patent issuing 
thereon, or any patent to which this verified statement is directed. 



bate 
Enclosures: 

• Information obtained from CutisPharma website 

• Article from Prince Albert HeraUI regarding BioVenturc award 
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FIRST! 



Progesterone VGS 25 



IR 



25 mg Progesterone Vaginal Suppository USP 
Compounding Kit 



FOR PRESCRIPTION COMPOliNDI.NG ONLY 



DESCRIPTION 

Each FIRST"- Progesterone VGS 25 Compounding Kit is comprised of 
0.75 grams of wettablc progesterone USP powder and 68.25 grams of 
fatty acid base (hard fet NF).* FIRST""- Progesterone VGS 25 C^ompounding 
Kit also contains the following components nccessaiy to prepare 30 
suppositories: 30-unit suppository mold w/caps, stinxir, suppository filling 
tool, guide plate, and 30-unit suppository moid protective cover 
w/suppositoiy dispensing tool attached. 

How Supplied and Compounding Directions 



Size 


30 Suppositories 


NDC# 


65628-060-01 


Progesterone USP 


0.75 g 


Fatty Acid Base (Hard Fat NF) 


68.25 g 



TO THE PHARMACIST 

Everything you need to make this U is included.,. 






PROGESTERONE 
BOTTLE 



1. FIRSr'- Progesterone VGS 25 
Compounding Kit contains pre- 
weighed progesterone powder and 
prc-wcighed fatty acid base in 
sufficient quantity for the pharmacist 
to prepare 30 vaginal suppositories, 
each containing 25 mg of 
progesterone Important - Prior to 
compounduig and dispensing, read 
the instructions completely and make 
certain that all the components are 
present™ 




2. Remove the cap from jar 
containing fatty acid base and melt 
the base placing the jar in a standard 
microwave. Melting times may vary 
depending on the type of microwave 
used It is recommended that you 
initially set the timer for ] minute 
and check to see if the base has 
melted. If it has not, return the jar 
of base to the microwave for 15 
second increments until the base is 
completely mehed. Generally, the 
fatty acid base will completely meh 
between I and 3 minutes. DO NOT 
OVERHEAT. 

3. Tap the top and bottom of the 
bottle to loosen the progesterone 
powder and remove the cap. Empty 
the entire contents of the bottle into 
the jar containing the melted fatty 
acid base. It is recommended that 
you also tap the bottom and sides 
of the bottle while emptying. 
The appropriate quantity of 
progesterone powder has been 
packaged in the bottle to deliver 
enough progesterone to provide 
25 mg for each suppository. 



4. Using the stirrer provided, 
carefully stir the progesterone 
powder in the melted fatty acid 
base until an homogeneous 
suspension is apparent (30 to 60 
seconds). Be careful not to stir so 
vigorously as to spill the suspension 
outside the jan 



5. With an even flow, carefully pour 
the entire suspension from the jar 
onto the 30-unit suppository mold 
in a circular motion filling each of 
the 30 suppository cavities. 



6. Using the suppository filling 
tool provided, spread the 
suspension evenly over the 
suppository cavities until all the 
cavities are completely filled. 



7. Place the provided guide plate 
onto the mold with the 30 raised 
guide holes facing upward, Make 
certain the notches on the guide 
plate align with notches on 
suppository mold. This will ensure 
that the 30 suppository cavities are 
aligned with the raised holes in the 
guide plate. Gently push the guide 
plate down to lock it in place. It is 
important that you fit the guide plate 
properly in order for your patient 
to dispense the suppositories easily. 




* Certificate of analysis on file 
** Data and documentation on file 

5^ only 



9. Make certain to instruct your 
patient how to dispense each 
suppository for daily use. Using 
the suppository dispensing tool 
attached to the mold cover, place 
the lip of the tool into the guide 
plate and with a firm force push the 
suppository through. Your patient 
should refrigerate the mold at least 
1 hour for total solidification before 
dispensing the first suppository for 
use. Important: Be sure to instruct 
your patient to remove the red 
suppository cap from the suppository 
before inserting each suppository. 



Prior to compounding, store FIRST™- Progesterone VGS 25 Compounding 
Kit at room temperature between 15«-30T {Sr-W'V) [see USP]. Also, 
store the compounded suppositories in the 30-unit suppository mold in the 
refrigerator (2"-8°C [36M6T]). FIRST^- Progesterone VGS 25 Compounding 
Kit components have a two-year expiration date.** The preparation of 
vagmal suppositories using FIKST"- Progesterone VGS 25 Compounding 
Kit complies with the requirements of USP, and as such, compounded 
suppositories made using FIRST™- Progesterone VGS 25 Compounding Kit 
can be used for up to ninety days after the day on which they were 
compounded. 

When compounded and dispensed according to the instructions, average 
suppository weight has been found to be 2. 3 grams and contain 90-1 1 0% 
of progesterone as labeled/'* 

The suppository mold and its accessories contained in this kit meet the 
requirements for USP Cytotoxicity Test, as well as Class VI Tests for plastic 
containers.** 

Instruct patient as follows: 

• For vaginal use only 

• Do not take orally 

• Do not insert in urinary opening or anus 

• Avoid contact with eyes 

• Keep out of reach of children 

• Protect from light 

• Keep container tightly closed 

• Store suppositories in the mold, in the refrigerator 

• Remove red caps fi'om suppositories prior to use 



Issued: June 2006 
U.S. Patents Pending 



8. Place the provided cover with 
attached suppository dispensing tool 
onto the suppository mold. Store 
entire unit at refrigerated 
temperature for at least 15 minutes 
in order to allow the suppositories 
to solidify. Visually check the 
suppositories for solidification 
before dispensing the entire unit to 
your patient. 
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FIRST 



Progesterone VGS 400 



IR 



400 mg Progesterone Vaginal Suppository USP 
Compounding Kit 



FOR PRESCRIPTION COMPOI NDINC ONLY 



DESCRIPTION 

Each FIRST^"- Progesterone VGS 400 Compounding Kit is comprised of 
12.0 grams of wcttable progesterone USP powder and 57.0 grams of fatty 
acid base (hard fat NF) * FIRSr^- Progesterone VGS 400 Compoui^ding 
Kit also contains the following components necessary' to prepare 30 
suppositories: 30-iinit suppository mold w/caps, stirrer, siqjpositoiy filling 
tool, guide plate, and 30-unit suppository mold protective cover 
w/suppository dispensing tool attached. 

How Supplied and Compounding Directions 



Size 


30 Suppositories 


NDC# 


65628-064-01 


Progesterone USP 


12.0 g 


Fatty Acid Base (Hard Fat NF) 


57.0 g 



TO THE PHARMACIST 

Everything you need to make this & is included... 






PROGESTERONE 
BOTTLE 



1. FIRSr'- Progesterone VGS 400 
Compounding Kit contains pre- 
weighed progesterone powder and 
pre-weighed fatty acid base in 
sufficient quantity for the pharmacist 
to prepare 30 vaginal suppositories, 
each containing 400 mg of 
progesterone. Important - Prior to 
compounding and dispensing, read 
the instructions completely and make 
certain that all the components are 
present, 




2. Remove the cap from jar 
containing fatty acid base and melt 
the base placing the jar in a standard 
microwave. Melting times may vary 
depending on the type of microwave 
used. It is recommended that you 
initially set the timer for 1 minute 
and check to see if the base has 
melted. If it has not, return the jar 
of base to the microwave for 15 
second increments until the base is 
completely melted. Generally, the 
fatty acid base will completely melt 
between I and 3 minutes. DO NOT 
OVERHEAT. 

3. Tap the lop and bottom of the 
bottle to loosen the progesterone 
powder and remove the cap. Empty 
the entire contents of the bottle into 
the jar containing the melted fatty 
acid base It is recommended that 
you also tap the bottom and sides 
of the bottle while emptying. 
The appropriate quantity of 
progesterone powder has been 
packaged in the bottle to deliver 
enough progesterone to provide 
400 mg for each suppository. 



4. Using the stirrer provided, 
carefully stir the progesterone 
powder in the melted fatty acid 
base until an homogeneous 
suspension is apparent (60 to 90 
seconds). Be careful not to stir so 
Vigorously as to spill the suspension 
outside the jar. 



5. With an even flow, carefully pour 
the entire suspension from the jar 
onto the 30-unit suppository mold 
in a circular motion filling each of 
the 30 suppository cavities. 



6. Using the suppository filling 
tool provided, spread the 
suspension evenly over the 
suppository cavities until all the 
cavities are completely filled. 



7. Place the provided guide plate 
onto the mold with the 30 raised 
guide holes facing upward. Make 
certain the notches on the guide 
plate align with notches on 
suppository moid. This will ensure 
that the 30 suppository cavities are 
aligned with the raised holes in the 
guide plate. Gently push the guide 
plate down to lock it in place. It is 
important that you fit the guide plate 
properly in order for your patient 
to dispense the suppositories easily. 



8. Place the provided cover with 
attached suppository dispensing tool 
onto the suppository mold. Store 
entire unit at refrigerated 
temperature for at least 15 minutes 
in order to allow the suppositories 
to solidify. Visually check the 
suppositories for solidification 
before dispensing the entire unit to 
your patient. 




* Certificate of analysis on file 
** Data and documentation on file 

5^ only 

Issued: June 2006 
U.S. Patents Pending 



9. Make certain to instruct your 
patient how to dispense each 
suppository for daily use. Using 
the suppository dispensing tool 
attached to the mold cover, place 
the lip of the tool into the guide 
plate and with a firm force push the 
suppository through. Your patient 
should refrigerate the mold at least 
1 hour for total solidification before 
dispensing the first suppository for 
use. Important: Be sure to instruct 
your patient to remove the red 
suppository cap from the suppository 
before inserting each suppository. 



Prior to compounding, store FIRST"'- Progesterone VGS 400 Compounding 
Kit at room temperature between 15^-30T (59"-86T) fsee USP]. Also, 
store the compounded suppositories in the 30-unit suppository mold in the 
refrigerator (2"-8T [36^ 46^F]). FIRST"- Progesterone VGS 400 
Compoimding Kit components have a tvi^o-year expiration date The 
preparation of vaginal suppositories using FIRST"'- Progesterone VGS 400 
Compoundmg Kit complies with the requirements of USP, and as such, 
compounded suppositories made using FIRST™- Progesterone VGS 400 
Compounding Kit can be used for up to ninety days after the day on which 
they were compounded. 

When compounded and dispensed according to the instructions, average 
suppository weight has been found to be 2.3 grams and contain 90-1 J 0% 
of progesterone as labeled,** 

The suppository mold and its accessories contained in this kit meet the 
requirements for USP Cytotoxicity Test, as well as Class VI Tests fiw plastic 
containers** 

Instruct patient as follows: 

• For vaginal use only 

• Do not take orally 

• Do not insert in urinary opening or anus 

• Avoid contact with eyes 

• Keep out of reach of children 

• Protect from light 

• Keep container tightly closed 

• Store suppositories in the mold, m the refrigerator 

• Remove red caps from siqjpositories prior to use 
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FIRST- 



Testosterone MC 



2% Testosterone MC in Moisturizing Cream 
Base Compounding Kit 



FOK PRESCRIPTION COMPOUNDING ONLY 



DESCRIPTION 

Each FI^tST*- Testosterone MC in Moisturizing Cream Base Compounding 
Kit contains 1.4312 grams of micronized testosterone propionate USP 
(iOO mg testosterone per mL) in solution* (total volume: 12 mL) with 
sesame oil NF, butylated hydroxytoluene NF, and benzyl alcohol NF. 

Fl^^y^- Testosterone MC in Moisturizing Cream Base Compounding 
Kit also contains 48 grams of Moisturizing Cream Base for topical use. 
WTien confounded, the final product provic£s an homogeneous formulation 
containing 2% testosterone. 

How Supplied and Compounding Directions 



Size (Net Weight) 


60 grams 


NDC# 


65628-021-0] 


Testosterone Solution 


12mL(100mg/mL) 


Moisturizing Cream Base 


48 grams 



One 5 mL teaspoonful is approximately equivalent to 6.1 gm of 
compounded product containing equivalent of 122 mg of testosterone. 

TO THE PHARMACIST 

Everything you need to make this ^ is included,,. 

1. FIS^ST^- Testosterone MC in 
Moisturizing Cream Base 
Compounding Kit contains 
pre^weighed moisturizing cream 
base in a mixing jar, prc-mcasmred 
testosterone solution, and a stirrer 



2. Important - Be careful not to 
spill the contents while mixing. 

Prior to dispensing, pour a few 
drops of the testosterone propionate 
in oil into moisturizing cream base. 




3. Mix well to wet the base. 



4. Continue to gradually add 
testosterone propionate in oil into 
moisturizing cream base and mix 
until all of the testosterone 
propionate in oil has been added 
to the moisturizing cream base 



5 Continue stirring until 
homogeneous in appearance (2 to 
3 minutes). 



Prior to compounding, store FIRST' - Testosterone MC in 
Moisturizing Cream Base Compounding Kit at room temperature 
between 15°-30°C (59°-86°F). Also store fmal formulation at room 
temperature, IS^'-SOX (59°-86°F)- 

FIRST^- Testosterone MC in Moisturizing Cream Base Compounding 
Kit components have a three-year expiration date.** Based on 
real time controlled room temperature and humidity testing, 
compounded FIRST'' - Testosterone MC in Moisturizing Cream 
Base is stable for at least six montlis.** 

Each lot of FIRSTS- Testosterone MC solution meets USP Microbial 
Limit Tests <6 1>** for the absence of US? designated pathogens, 
as well as not more than 100 CFU/raL for total bacterial count and 
for total yeast and mold. FIRST*- Testosterone MC solution also 
meets USP Antimicrobial Effectiveness Testing <51>**. 
Antimicrobial effectiveness has been demonstrated in freshly 
prepared testosterone propionate solution samples and testosterone 
propionate solution samples stored at accelerated ICH storage 
conditions (40±2°C/75%RH). 

For external use only. Avoid contact with eyes. Keep container 
tightly closed. Keep out of the reach of children. Compounded 
product, as dispensed, is stable for at least 180 days at room 
temperature. 



* Certificate of analysis on file 
** Data and documentation on file 
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CutisPharma 

WHOLESALERS FIRST 



Unit-of-Use Prescription 
Compounding Kits 





FIRSTS 
Progestm>ne 
VGS 25 


FIRST- 
Progesterune 


FIRST- 
Progesterone 

VIj!> tvv 


HRST- 
Progesterone 
VIj5> 201) 


FlRSr- 
Progestertine 




NDC# 


65628-060-01 


65628-061-01 


65628-062-01 


65628 063-01 


65628-064 01 




Wholesaler 












Website 


ABC 


425905 


334122 


334161 


801295 


425655 


www.etmeris0urceber9en.com 


Anda 





390751 


390752 






www.andameds com 


Belico Drug Corp. 





150033 


150041 


150050 




www.beilcoonline .com 


Cardinal Health 


3772746 


3627783 


3627817 


3689163 


377273B 


www. cardinal com 


CVS 














Dakota Drug 













www.dakdrug.. com 


DIK Drug Co 













www.dlkdrug .com 


DMS 





496500 








www.dmspharma.com 


H.D. Smith Wholesale 




172 1661 


174-7070 


202-5005 





www hdsmith com 


Kinray 




384-107 


260-919 


261-214 


255-927 


wwwkinray.com 


McKesson Drug 


18624 73 


1322189 


1321314 


1953108 


1864537 


www.mckesson com 


Morris & Dickson 












www.morrisdickson com 


N.C. Mutual 






478628 






www.mutualdrug.cofn 


Rite Aid 


65e28-060-01 


65628-061-01 


65628-062-01 


65628-063-01 


65628 064-01 




Rochester Drug Co, 


10206993 


10207009 


10207D17 


10207025 


10207033 


www rdcdrug. com 


Smith Drug Co 




08480 








www smithdrug.com 


Value Drug 




410134 








www. vafuedrugco com 


Walgreens 




603869 


603870 











Hvdrocurtbune 
10% 


FIRST- 

MouUiwosfa 

BLM 


FIRST- 
BXN 

Moutbwash 


FIRST- 
Tesiusterune 

2% 


FIRST- 

Testusterone 

MC2% 




NDC# 


65628-010-01 


65628-050-01 


65628-051-01 


65628-020-01 


65628 021-01 




Wholesaler 












Website 


ABC 


846337 


034987 


011-643 


846444 


670327 


www amerisourcebergen. com 


Anda 


390747 


610485 




201152 


201153 


www andameds com 


Belico Drug Corp. 


150009 


151415 




150017 


150025 


www.bellcoonllne com 


Cardinal Health 


3013059 


3619210 


424-5163 


3013067 


3420635 


www. cardinal com 


CVS 




335462 










Dakota Drug 




648725 




646554 




www dakdrug com 


DIK Drug Co. 


388637 


388652 






975250 


www dikdrug com 


DMS 










946-140 


www.dnnspharma com 


H D Smith Wholesale 


135-6062 


1 70-4261 


2290856 


144-3944 


144-3936 


www.hdsmlth com 


Kinray 


642033 


897454 


407-346 


642041 


714618 


www kinray com 


McKesson Drug 


2702348 


1287119 


1275361 


2702470 


2741056 


www mckesson com 


Morris & Dickson 


407999 


628750 


016717 


408005 


4492S6 


www morrisdicksor^ com 


N.C, Mutual 




456459 




328740 


347625 


www mutualdrug , com 


Rite Aid 


65628-010-01 


65628-050-01 




65628-020-01 


65628-021-01 




Rochester Drug Co. 


10206977 


102069B5 




10206951 


10206969 


www.rdcdrug.com 


Smith Drug Co 




39-7992 




29-7895 


42-5900 


www.smithdrug com 


Value Drug 


166567 


392324 




166579 


219865 


www vaiuedrugco. com 


Walgreens 


603851 


603868 




603825 


603824 
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Compounding Elevates Role of Pharmacist 



NEW YORK — Compounding is 
bringing pharmacy back to the fuiurt 

In doing so, the process is elevating 
tiie piofessiOD while gratifying pa- 
tients, note practitioners. Compound- 
ing phannacists customize medications 
to narrow specifications from prescrib- 
es, enhancing care by meeting patient 
needs that cannot be fulfilled with 
mass-produced pharmaceuticals. 

"That was the pharmacist's role 150 
years ago" says Mifcc Monskc. busi- 
ness development manager at Phar- 
maca Integrative Pharmacy. "We were 
to mix and make formulas according 
to a prescribcr's orders Compounding 
gives us a much greater role in patient 
caie and interacticm with picsciibcts.. 
It adds another dynamic to pharmacy 
It reinforces our ability to talk with 
patients and prescribcrs and do what's 
best for the patient^* 

"We've come back to the moitar and 
pestle and brought it into the 21st cen- 
miy," notes Peter Koshland, director 
of pharmacy and compounding for El- 
ephant Pbann- Instead of being ground 
and oiixed by hand, most compounded 
drugs are made with sophisticated mi- 
cronizing and homogenizing equip- 
ment that precisely tailon: medications 
and stn:afflline5 production, he says. 

An estimated 30 million retail and 
hospital outpatient prescriptions arc 
compoimded annually in the United 
States. About 1% of all prescriptions 
are compounded, and the . market 



alone for compounding, at the con- 
sumer level, represents an estimated 
$1 billion a year. 

Compounding serves a broad spec- 
trum of prescribcrs, from oncologists 
to veterinarians A topical preparation 
may be sought for a cancer patient 
who cannot swallow. Pediatric uses 
arc common, often for chronic con- 
ditions for -which adult dosages arc 
excessive and adult delivery forms are 
impracdcal, while tlic Women's Health 
Iniuativc study has led to widcspicad 
demand for compoimded bioidcntical 
hormone rcplaccmcnr therapy. 

Analgesia is another area suitable for 
compounders, who can create topical 
preparations with such mctbcations as 
morphine or ibuprofcn that can be ap- 
plied directly to the painful area with 
reduced side effects. 

Compounding is a time-consuming 
process — preparing a medication 
can take from minutes to two days — 
and can be cosdy to get into Start-up 
compounding pharmacies may need 
expensive machinery and training 
costing up to $10,000. 
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An Alternative to Standard HRT Gains IMomentum 



NEW YORK — Among the drivers 
of compounding has been the piursuit 
of a safe treatment for menopause 
symptoms. 

Traditional hormone replacement 
therapy (HRT) came under fiic in 20G2 
when it was linked to an increased 
rate of hean attack, stroke and bicast 
cancer by the Women's Hcaldi Initia- 
tive (WHI), a federal study of 16.000 
women. The discovery of the linkage 
led to the abrupt halt of the study. 

An alternative to traditional HRT 
pifls, vduch combines horse estrogen 
and a synthetic progesterone in a imi- 
form dosage, is a dose of compounded 
bioidcniical hormones.. This approach 
has gained fierce adherents, including 
actress Suzanne Somers and Oprah 
WinSxey, who recently featured the 
topic on her show, 

Winfirey, who turned 55 in January, 
says bioidcntical harmoncs have sig- 
nificantly improved her health She 
writes in February's edition of O, The 
Oprah Magazine that she felt "out of 
kilter" before getting a prescription 
for bioidcntical estrogen. After one 
day on the prescription, **I felt the 
veil lift," Winfrey writes. "After three 
days, the sky was bluer, my brain was 
no longer fuzzy, my memory was 
sharper. I was literally sin^g and had 
a skip in my step." 

Peter Koshland. director of phar- 
macy and compounding ai Elephant 
Pbann, says the WHI "turned the 
conventional wisdom about how to 
treat menopatisal symptoms on its 
head." That led to a lot of confusion, 
witih many women stopjMng ncaimcnt 
altogether and suffering through hot 
flashes, sleep disorders, vaginal dry- 



ness and other symptoms 

The use of bioidcntical hormones 
had been around for decades but was 
"lost in the shouting,** says Koshland. 
Bioidcntical hormones, though synthe- 
sized from plants, arc chemically iden- 
tical to human hormones, he notcS> 

And because compounded treat- 
ments arc based on a woman's indi- 
vidual profile — determined, usually, 
by a saliva test — it gives her the bal- 
ance of hormonal actions she needs. 
Koshland points out Bioidentical 
hcmnoncs provide the lowest possible 
doses for symptoms. They address 
qualicy-of-life issues, avoiding the 



WOBURN, Mass — A patent for a 
container and kit for the preparation, 
storage and dispensing of compound- 
ed suppositories has been granted to 
CutisPharma Inc., 

"By its very nature, the process of 
compounding suppositories is cum- 
bersome, timc-consimiing and. in gen- 
ex^, without adequate compensation." 
states Dr. Indu Muni, fbimder, chair- 
man and chief executive oflBcer of 
CutisPharma Inc "Our container [sup- 
pository mold] and the method for sup- 
pository compounding is user-Eriendly 
and time-saving for a pharmacy." 

Muni adds that CurisPharma's sup- 
positoiy mold is also customer-friend- 
ly, because the take-home molds arc 
especially designed not only to main- 
tain the integrity of each suppository 
once compounded but also to provide 
convenient dispensing tools. 



grand claims of HRT to prevent dis- 
ease and prolong life, he adds 

"It's a more cautious approach that 
uses more knowledge of physiology 
than before, when c\-eryonc just kind 
of bought what everyone else was us- 
ing," Koshland comments. 

Criticism of bioidcntical honnoncs 
has centered on the lack of double- 
blind placebo-controlled tests of 
their safety and cf&cacy. A year ago 
the Food and Dmg Administration 
sent letters wuning seven pharmacy 
operations that beneficial claims for 
bioidcntical hormones were unsup- 
ported by medical evidence and were 



considered false and misleading by 
the agency. That action, however, led 
tens of thousands of women to write 
to Congress defending bioidentical 
hormones, and to the introduction of 
House and Senate resolutions calling 
for the FDA to reverse its course. 

Koshland says bioidcntical hor- 
mones have been used in Europe for 
more than 50 years, and their safety 
in low doses is well documented- '*For 
me it's the best oprion out there/' he 
remarks, adding fkat their use requires 
good communication with fratients. 
**We warn to educate women so they 
can be partners in this treatment*' 





The CutisPharma HRST Progester- 
one Vaginal Suppository Unit-of-Usc 
Prescription Compounding Kit prod- 
uct line, which uses the patented con- 
tainer, is ciurently available 

The line includes FIRST Progester- 
one VGS 25, 50. 100. 200 and 400, 
representing various strengths (mil- 
ligtams). The kits are made for a sin- 
gle patient and include prewcighed 
progesterone and the patented dis- 
posable container/mold for prepara- 
tion, storage and dispensing of the 
suppositories. 

A single NDC niunbcr assigned 
to the entire kit aids the third-party 



reimbursement process and reduces 
audit»rclated adjustments. FIRST kits 
also comply with U.S„ Pharmacopeia 



The patented container and kit. and 
the method, will be used for future 
suppository compounding kits, in- 
cluding boric acid and moiphine. 

CutisPharma estimates that moro 
than 1.5 noillion progesterone sup- 
pository prescriptions arc written in 
the United States annually, rcprcsent- 
iug a potential of nearly $100 million 
at the retail level The kit provides a 
pharmacy with an easy entry into the 
markcL 
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Local pharmacist vies for $50,000 

award 

Published on June 18th, 2007 
KAREN LONGWELL 



Homegrown ideas could change the face of industry in Saskatchewan, says 
Prince Albert pharmacist Steve Mamchur. 

Mamchur is one of five budding entrepreneurs up for a $50,000 award from the 
University of Saskatchewan in the Bio Venture Challenge. The challenge offers 
intensive coaching and mentorship to refine business plans. At the end of the 
summer the entrepreneur with the best plan will receive the award. 

Mamchur has developed a prescription mixing process that could help women 
who require hormone replacement therapy. Bio-identical hormone therapy has 
been made famous by actress Suzanne Somers, who wrote books about how 
the hormones relieved her menopausal symptoms. 

Topics : University of Saskatchewan , Prince Albert , Saskatchewan Agriculture , 
Saskatchewan , Canada , Toronto 

Homegrown ideas could change the face of industry in Saskatchewan, says 
Prince Albert phamiacist Steve Mamchur. 

Mamchur is one of five budding entrepreneurs up for a $50,000 award from 
the University of Saskatchewan in the Bio Venture Challenge. The challenge 
offers intensive coaching and mentorship to refine business plans. At the end 
of the summer the entrepreneur with the best plan will receive the award. 

Mamchur has developed a prescription mixing process that could help women 
who require hormone replacement therapy. Bio-identical hormone therapy has 
been made famous by actress Suzanne Somers, who wrote books about how 
the hormones relieved her menopausal symptoms. 

Mamchur hopes to form a company that will manufacture the hormone 
replacement solution. 

"My vision is to start this company in Saskatchewan and basically prove to the 
rest of Canada that we can do some amazing things in Saskatchewan with 
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home-grown ideas - we don't have to take our ideas to Toronto or Calgary or 
somewhere like that." 

Right now women who require hormone replacement therapy are usually on 
an oral treatment and that is usually a synthetic hormone, Mamchur says. This 
type of hormone can be hard on your body because it is taken in higher doses 
and the hormone is different from what your body normally produces. 

Mamchur's product provides pharmacists with a simpler way to mix topical 
cream that is already on the market but hard for many women to get. To make 
the cream, pharmacies need a dedicated space, equipment to weigh the 
various powders, and protective gear. 

Every pharmacy will be able to use the liquid solution Mamchur has 
developed. But this a flagship product; there will be future products utilizing the 
same idea. 

Mamchur chose to do this one first because of the huge market of the baby- 
boomer generation. 

The $50,000 award would make it easier for Mamchur to get his business 
venture started. 

The University of Saskatchewan's Bio Venture Challenge is a joint initiative 
with Saskatchewan Agriculture and Food. It is open to recent U of S graduates 
who are younger than 35 years old. 
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